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Abstract

In France, the Act for the protection of human research participants was legislated in 1988 and revised in
1994 according to the so-called bioethics laws. These laws provide principal basis for promoting scientifically
and ethically adequate biomedical research. Having translated the text of the new law into Japanese, we
summarize its core principles and historical background.

In Japan, apart from the provision of basic rights to autonomy and bodily integrity set forth in Art 7 of the
ICCPR (International Covenant on Civil and Political Rights) , there are no legally-binding regulations for
biomedical research involving human participants at large. Only the Medicinal Act provides the GCP (Good
Clinical Practice) for research on new drugs for market approval. Recently administrative guidelines were
issued for some specific researches (DNA analysis, epidemiology, human embryonic stem cell) but these
differ from one another in some important provisions, such as membership in the institutional review board.

It is necessary to provide standard publicly-authorized principles for the protection of human participants
in all kinds of biomedical research. We hope this translation of the French Law could be an instructive refer-
ence for discussion currently taking place in Japan.
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Table 1 Outline of the French Act for protection of human research participants
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Fig. 1 Construction of the French “Bioethics” legislation
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Table 2 Regulations for the protection of human research participants in research in five countries
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